TAIZHOU XINGMING PHARMACEUTICAL CO., LTD.

No. 89 Binhai Road, Jiaojiang District, Taizhou City, Zhejiang Province, P. R. China
Tel: +86 576 88582618 Fax: +86 576 88582603 Postcode: 318000

CERTIFICATE OF ANALYSIS

SOR-Z1.232-05

NAME OF PRODUCT i %: CLOZAPINE=
BATCHNO M5: C104-190202 /Gl R\E EPHBE: 2019.02.16

QUANTITY ¥{#: 504.3kg (%' NESTDA R AW 2019.02.25

SOURCE kJg: 03 %] 5 " fl“‘ RO 3@,D}J"E WEED:  2019.03.07

RETESTDATE S%M:  2022.02.15\_ & BT FCOA#ERS: 1902-014

STANDARDS ###&#8:  Ep9.o \j\\\f” 4

ITEMS i § STANDARDS #5ifE RESULTS % #

Appearance Yellow crystalline powder Conforms

AR TGS R R fraE

Identification 4§ %

-IR spectrum  ZL4h ik Same as Ref.Standard Conforms
SR — 2L fFaE

-Melting point ## £ 182-186C 183.0-185.5C

Loss on drying Tk & <0.5% 0.07%

Sulphated ash iR 2K 7 <0.1% 0.04%

Heavy metals B & & <0.001% <0.001%

Residual solvents (GC) %% A7

-Toluene HIZE <890ppm ND #4& H

-Ethanol Z.J% <5000ppm 377.4ppm

Related substances (HPLC) ¢/

- impurity A 24/ A <0.1% ND FKf5

- impurity B Z4Jii B <0.2% 0.01%

- impurity C Z%Jfi C <0.3% 0.01%

- impurity D 4% D <0.2% 0.02%

-Largest unspecified impurity it KAKRFZH | <0.10% 0.01%

-Total impurities & 4% )i <0.6% 0.06%

Assay (ondry basis) &8 (ETHEMID)

-Non-aqueous titration JE7Kii# & 99.0~101.0% 99.9%

PR
o Lb. The above mentioned product conforms to Standards.
Conclusion
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